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DETAILED ACTION 



The response filed November 7, 2007 have been received and entered into the 
application. 

The finality of record indicated in the Office Action August 16, 2007 is an 
inadvertent error on the form PTOL-326 (Office Action Summary), the status of the 
Application was errously marked final due to a typographical error. It should have been 
checked for the "non-final" status. 
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The rejection of claims 1-3 under 35 U.S.C. 103(a) as being unpatentable over 
Quessy et al. (US 2002/0147196 A1) further in view of Zakrzewska et al. (#84, PTO- 
1449), (Journal of Neurology, Neurosurgery, and Psychiatry 1989) is being maintained 
for the reasons stated in the previous Office Action. 



Response to Arguments 

Applicants' arguments filed November 7, 2007 have been fully considered but 
they are not persuasive. Applicants argue that the rEEG data is relevant to neuropathy 
because that neuroaphty is disclosed in the specification as a neurological disorders. 
This is not found persuasive because rEEG data is to measure the response pattern 
related to characterize features of brain function underlying a broad range of psychiatric 
symptoms. The employment of rEEG data is not a proper indicator to show the effect of 
neuropathic pain because neuropathic pain involves peripheral nervous system rather 
than central. It is Applicant's burden to explain any proffered data and establish how 
any results therein should be taken to be unexpect and signficiant relative to the 
treatment of neuropathic pain. See MPEP 716.02 (d). Applicants argue that the 
intended use is not a relevant factor becuse the instant claims are drawn to the 
composition not method of treatment claims. This is not persuasive becuase the 
intended use of the each of the compound useful for the same utility (treatment of 
neuropathic pain) provides motivation of interchange one compound for the another 
when specific compound are taught as having the same analgesic activity and the 
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efficacy in the treatment of the neuropathic pain. It is noted that Quessy et al. lists 
oxcarbazepine along with lamotrigine as useful for the treatment of neuropathic pain. 
Therefore, it would have been obvious to one of ordinary skill in the art to interchange 
one compound for the another when specific compounds are taught as having the same 
analgesic activity and the efficacy of treating neuropathic pain is retained. Applicants 
argue that The second Suffin Declaration provides sufficient evidence to show that 
oxcarbazepine and lamotrigine does not work as expected by one having ordinary skill 
in the art because these two drugs have opposite results. The second Suffin 
Declaration has been carefully review and considered. However, it is not persuasive 
because the data showing that oxcarbazepine has an overall rEEG response pattern 
that is consistent with stimulant drugs which is contrary to lamotrigine having an overall 
rEEG response pattern that is consistent with depressant drugs do not relate to the 
treatment of neuropathic pain involving peripheral nervous system. Therefore, it is 
irrelevant to measure the effect in neuropathic pain. In this case, it would have been 
obvious to one of ordinary skill in the art to modify the composition of Quessy et al. by 
replacing lamotrigine with oxcarbazepine because Quessy et al. teach that bupropion 
can be formulated with any one of disclosed sodium channel blockers including 
oxcarbazepine or lamotrigine and because Quessy et al. teach that oxcarbazepine and 
lamotrigine are equivalents as both having the analgesic properties for the treatment 
of neuropathic pain in combination with bupropion. The motivation to combine need 
not be Applicant's motivation to invent. In re Dillon 16 USPQ 2d 1897, (Fed. Cir. 1990). 
One of ordinary skill in the art would be motivated to make such a modification with 
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oxcarbazepine in order to fulfill the need of a pharmaceutical composition and providing 
variety for the treatment of neuropathic pain, not only possessing anti-neuralgic 
properties but also lacking side-effects. Thus, the claims fail to patentably distinguish 
over the state of the art as represented by the cited references. 

In view of the above Office Action of August 16, 2007 is deemed proper and 
asserted with full force and effect herein to obviate applicants' claims. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Quessy et al. (US 2002/0147196 A1) of record further in view of Zakrzewska et al. (#84, 
PTO-1449), (Journal of Neurology, Neurosurgery, and Psychiatry 1989) of record. 

Quessy et al. teach a pharmaceutical composition comprising bupropion and 
sodium channel blockers including oxcarbazepine and lamotrigine useful for the 
treatment of neuropathic pain, (page 5, claims 1-3). Quessy et al. illustrate the 
composition comprising bupropion and lamotrigine (page 5, Example 3, claim 6). 
Quessy et al. teach that using the test compound lamotrigine in a pre-clinical 
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experiment, no adverse side effects were observed. ([0038]). Quessy et al. also teach 
that the composition can be formulated with mixtures of NE-reuptake inhibitors 
which exert analgesic activity (analgesics), (page 1 , [0009], [0010]). Quessy et al. 
further teach that the composition can be formulated as a transdermal patch, sterile 
injectable solution, tablet, capsules, oral liquid or a sterile liquid for injection and 
can be formulated with suitable polymeric materials. ([0021]-[0027]). Quessy et al. 
additionally teach that the composition manifests synergism in the treatment of 
neuropathic pain ([0009]). Quessy et al. lastly teach that there is a need for a 
pharmaceutical composition that can alleviate neuropathic pain or/its symptoms 
effectively, (page 1, [0004], [0007]). 

However, Quessy et al.'s illustrated composition (example 3) uses lamotrigine 
with bupropion, rather than oxcarbazepine as instantly claimed. 

Zakrzewska et al. teach that oxcarbazepine possesses antineuralgic 
properties, is effective in the management of intractable trigeminal neuralgia, and 
elicits an excellent therapeutic response in controlling pain without side effects, 
(abstract). 

It would have been obvious to one of ordinary skill in the art to modify the 
composition of Quessy et al. by replacing lamotrigine with oxcarbazepine, because 
Quessy et al. teach that bupropion can be formulated with any one of disclosed sodium 
channel blockers including oxcarbazepine or lamotrigine, and because Quessy et al. 
teach that oxcarbazepine and lamotrigine are equivalents both having the anti-neuralgic 
properties for treating neuropathic pain in combination with bupropion. Further, 
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Zakrzewska et al. also teach that oxcarbazepine has no side effects. One of ordinary 
skill in the art would be motivated to make such a modification with oxcarbazepine in 
order to fulfill the need of a pharmaceutical composition and providing variety for the 
treatment of neuropathic pain, not only possessing anti-neuralgic properties but also 
lacking side-effects as taught by Zakrzewska et al. There is a reasonable expectation 
of successfully treating neuropathic pain without side effects with a combination of 
bupropion and oxcarbazepine, the latter well taught by Zakrzewska et al. as possessing 
excellent anti-neuralgic properties with an excellent therapeutic response in controlling 
pain. With regard to further combining with a third drug as set forth in claim 2 and the 
specified formulation as set forth in claim 3, all deemed obvious because Quessy et al. 
teach that NE-reuptake inhibitors exert analgesic activity (analgesics) and, therefore, 
can be incorporated in the obvious combination and because the various formulations 
set forth in claim 3 are taught by Quessy et al. as suitable formulations for the obvious 
combination. One would have been motivated to further incorporate analgesics in a 
mixture to the combination in various formulations disclosed by Quessy et al. in order to 
successfully formulate an ultimate regimen for the treatment of neuropathic pain 
possessing at least one synergistic effect disclosed by Quessy et al. without a side 
effect. Absent any evidence to contrary, there would have been a reasonable 
expectation of successfully improving the anti-neuropathic pain composition of Quessy 
et al. by combining bupropion and oxcarbazepine in order to fulfill the need of a 
pharmaceutical composition that can alleviate neuropathic pain without as a side effect. 
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For these reasons the claimed subject matter is deemed to fail to patentably 
distinguish over the state of the art as represented by the cited references. The claims 
are therefore properly rejected under 35 U.S.C. 103. 

None of the claims are allowed. 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Jmk 

August 5, 2008 



/Jennifer Kim/ 

Primary Examiner, Art Unit 1617 



